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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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BS EN13532:2002, General requirements for in vitro diagnostic medical devices for
self-testing



oo Slol Pl — o lo3Tog5 sl (5 (92 (P lo] jansdd (K3 Jslwg
O 3,5 dold g Bua )

S oo 2Rkl jasis Ko bleg lp seges SlalPl s o lailinl Cpl (g 5l B
S5 ol lirabl saiiSads

D318 oo slojlogs jshate 4 IVD MDs Sy slaass a0 o lastil oy
Pl ¥

el oads ool gl byl s ol (e s lailinl ol e o a5 cadl S ke sl ) ool S e
095 50 wgmms Ol nl o 3 Il (b5l (i lyyke T i ey
ol om sl wass g adol wil oad sols glo | JLasl )b S3 L (Syoe 4 a5 5,50 50
odls gl layl 4y jlacsl 7o b0 S8 yaas a5 (S lae 0550 40 Canad lpl (o ojlailinl cpl Jlas 5560
ol S35 5590 by T gam slaamMol 5 ainuass 3 olees canl oo
il (oldl o jlastinl ol gl s &zl 5l oolaiul
Sy by o,8kee bk (Ko paseis ey ATAY DAV o il ol Lo o lastinl 1Y
ool sty 5 Sl allilesl jasis

2-2 EN 376, Information supplied by the manufacturer with in vitro diagnostic reagents for

self-testing.
2-3 EN 592, Instructions for use for in vitro diagnostic instruments for self-testing.

2-4 EN 1658, Requirements for marking of in vitro diagnostic instruments.

2-5 IEC 61010-1: 2001, Safety requirements for electrical equipment for measurement,
control and laboratory use — Part1: General requirements.

2-6 IEC 61326: 1997, Electrical equipment for measurement, control and laboratory use —
EMC requirements.
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1 - In vitro diagnostic medical devices
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1 - Congenital abnormality
2- Compatibility

3- Reagent

4 - Specimen receptacle
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- Inscription

- Appreciable force
- Rubbing

- Ergonomic

- Identification
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- Electromagnetic compatibility
- Electric shock

- Mechanical hazards

- Shock

- Vibration

- Impact

- Temperature exposure

- Resistance to heat
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- Moisture and liquids

- Liberated gas

- Explosion

- Implosion

- Inappropriate disposal
- Design change
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[2] EN 1441, Medical devices — Risk analysis



